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prophylactic egent from tlie matrix, wherem the drug is released over shorter periods of time as 
compared to release from matrices not incorporating the hydrophobic or amphiphilic compound, 

the matrix being formed by a method comprising emulsifying a polymer solution, the 
therapeutic or prophylactic agent, a hydrophobic or amphiphiJjc compound, and a pore forming 
agent wherein the pore form ing agent is added as a solution of pore forniing agent or is added as 
a volatile ?alt, then removing die solvent and ^ pore forming sgent to produce a matrix. 

Remarks 

Amendment^ 

Claim 20 has been amended to more clearly distinguish the prior art, ^s discussed below. 
Claim 20 DOW recites that the pore forming agent is added either as a solution or as a volatile salt. 
Support for the amendmCDt is found in the application at page 15, line 27 to page 16, line 10. 

Rejection under 35 section 102 

Claims 20-24, and 27-32 were rejected under 102(e) as disclosed by U.S. Patent No. 
5,942,253 to Gombotz, et al.. This rejecti on is respectfully traversed if applied to the amended 
claims. 

Anticipation requires the disclosure, in a single prior art reference, of every element of 
the claim. Hyhriteck Inc. v. Momcloml Antibodies, Inc., 231 USPQ 81, 90 (Fed. Cir. 1986), 
Absence of a claimed element from a prior art reference negates anticipation. Atlas PoM>der Co. 
V, KL du Pontde Nemours & Co., 750 F,2d 1569, 224 U.S.P.Q. 409 (Fed. Cir. 1984). 

Gombotz discloses pore forming agents at col 9, lines 5 1-55, as the examiner has 
correctly noted. They arc added as pajcticulutcs (coL 9, line 54). There is no mention of volatile 
salts, only inorganic salts and sugars. Anticipation is not achieved absent a disclosure of each 
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claimed feature. Gomlsotz fails to disclose each claimed feature (addition of pore forming agent 
as a solution ; addition of volatile salt pore fonning agents). Therefore Gombotz fails to 
anticipate the claims as amended. 

Allowance of claims 2 1 -34 is tb erefore earnestly solicited. 

Respectfully submitted. 
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APPENDIX; Mariied up CUims as Amended 

20. (liiree times amended) A method for adjuinisliering a tlierapeutic or prophylactic agent 
comprising administering to a patient a matrix for delivery of a therapeutic or prophylactic agent, 

wherein the matrix is formed of a biocompatible polymer haviDg incorporated therein an 
tlierapeutic or prophylactic agent and an effective amount of a hydrophobic or amphiphilic 
compound to modify the diffusion of water into the matrix and tJbe release of the therapeutic or 
prophylactic agent from tlie matrix, wherein, tiae drug is released over shorter periods of time as 
compared to release from ma-trices not incorporating the hydropliobic or amphiphilic compound, 

the matrix being formed by a method comprising emulsifying a polymer solution, the 
therapeutic or prophylactic agent, g hydrophobic or amphiphilic compound, and a pore forming 
agent , wherein the pore forming aeent is added as a solTJtion Qfjx)re forming agent or is added as 
ajjojatile ^H, then removing gie solvent and tlie pore forming agent to produce a matrix, 

2 1 . The metliod of claun 20 wherein the m atrix is in the form of microparticles. 

22. The method of claim 20 wherein the hydrophobic or amphiphilic compound is 
incorporated into the matrix at a ratio of between 0.01 and 60 by weight of hydrophobic 
compound to weight of polymer. 

23. The method of claim 20 wherein the hydrophobic or ampbiphjlic compound is a lipid 
incorporated into the matrix at a mtio of between 0.0 1 and 30 (weiglit lipid/weight matrix 
material). 

24- The meth od of claim 23 wherein the lipid is selected from the group consisting of fatty 
acids ond derivatives, mono-, di. and triglyceride^, phospholipids, sphingolipids, cholesterol and 
steroid derivatives, oils, vitamins and terpenes. 
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25. The method of claim 24 wherein the lipid is a pbosphohpid selected from the group 
consisting of phospbatidic acids, phosphatidyl cholines with both saturated and unsaturated 
lipids, phosphatidyl etbanoIamineE, pbosphatidylglycerols, phosphatidykerines, 
phosphatidylinositols, lysophosphatidyl derivatives, cardiolipin, and p-acyl-y-alkyi 
phospholipids. 

26. The method of claim 25 wherein the phospholipid is selected from the group consisting 
of dioleoylpbospbatidy Icholine, dimyristoylphosphat idylcholine, 
dipentadecanoylphospbatidylcholine dilauroylphosphatidylcholine, 
dipalmitoylphosphatidylclioline, distearoylpbosphatidylcholine, 
diarachidoylphosphatidylchollne, dibehenoylphosphatidylcholine, 

dilxicosanoylphosphatidylcholine, dilignoceroylphatidylcholine; and phospbatidylethanolamines. 

27. the method of claim 20 wherein the agent is a therapeutic agent 

2S. The m ethod of claim 20 wherein the matrix is formed of a bioadhesive polymer. 

29. The method of claim 20 wherein tlie matrix is formed of a polymer selected from the 
group consisting of poly(hydroxy acids), polyanhydrides, polyorthoesters, polyemides, 
polycarbonates, polyalkylenes, polyalkylenc glycols, poIyalkyJene oxides, polyalkylene 
tereptbali^cs, polyvinyl alcohols, polyvinyl ethers, polyvinyl esters, polyvinyl halides, 
polyvinylpyrrolidone, polysiloxancs, poly( vinyl alcohols), poly(vinyl acetate), polystyrene, 
polyurethanes and co-polymcrs thereof, synthetic celluloses, polyactylic acids, polyObutyric 
acid), poly(vaI,eric acid), and polyflactide-co-caprolactone), ethylene vinyl acetate, copolymers 
and blends thereof. 

30. The method of claim 20 wherein the matrix is formed of a protein or polysaccharide, 
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31 . The method of claim 20 wherein the matrix is in a phannaceutically acceptable carrier for 
topicaj, application or application to a mucosal surface. 

32. Tlie rnetbod of claim 20 wherein the matrix is in a phannaceuticaUy acceptable carrier for 
itijectioDi. 

33. The metliod of claim 20 v^erein the matrix is formulaled for administration rectaJly or 

34. Tlae method of claim 21 wherein the microparticles are fonnuJ ated for pulmonary 
administration. 
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